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The program completes this form each time an application is submitted for IRB review and inserts the form into the protocol submission. Attorney counsel is required for the initial review and amendments that exceed minor changes. The associate commissioner or designee authorizes the initial review application.

	Study Information

	[bookmark: _GoBack]☐ Initial Review
	

	☐ Existing DSHS IRB#
	Enter number.

	Principal Investigator
	Click to enter text.
	Protocol Title
	Click to enter text.


	Program Information

	DSHS/HHSC Program
	Click to enter text.
	DSHS/HHSC Division
	Click to enter text.
	The program will release ☐Data  ☐Biospecimens

	A program data checklist is included with the submission.
	☐ Yes    ☐No

	Describe the identifiable, potentially identifiable, confidential and sensitive information that will be included in the requested data. If these indicators are pronounced on the program data checklist, write “refer to data request form.”

	Click to enter text.


	Multiple Program Involvement 

	Are multiple DSHS/HHSC programs involved with this study?
	☐ Yes    ☐ No

	If yes, complete this section. Identify the program assuming the lead role in the management and completeness of the application and list the other program(s) below.

	Click to enter text.
	Data Linkages

	The DSHS/HHSC programs are linking datasets. 
	☐ Yes     ☐ No

	The linking plan is included in the submission.
	☐ Yes     ☐ No



	Program Contact(s) Certification

	The columns allow up to three contacts from each program to certify the application.
By initialing each item and signing this application, I certify that:

	
	
	
	The program reviewed the submission and established proposal feasibility.

	
	
	
	The data or biospecimens requested are available from the program and the program is the appropriate custodian of these data.

	
	
	
	The program currently has sufficient resources to meet the time commitment of the request without compromising agency function.

	
	
	
	The program contacted the Principal Investigator to define the responsibilities of the program concerning this study and any limitation(s) concerning the availability of the requested data or biospecimens.

	
	
	
	The program informed the Principal Investigator that all written communication from the program may be included in the submission.



	Program Review Determination and Contact Signatures

	The program contact(s) completed a review and determined:
☐ This application is acceptable as presented.
☐ Concerns were identified, and comments are included with the submission.



	
	
	
	
	

	Program Contact Signature
	
	Title
	
	Date

	
	
	
	
	

	Program Contact Signature
	
	Title
	
	Date

	
	
	
	
	

	Program Contact Signature
	
	Title
	
	Date



	DSHS/HHS Legal Review (Submit the program attorney email)

	An Office of General Counsel (OGC) designated attorney affirmed that the request meets all legal requirements to release the requested data or biospecimens.

	Attorney Name
	Click to enter text.	Date
	Enter date.
	Cite Legal Authority/Statute 
	Click to enter text.
	The OGC attorney completed a review and determined:
☐ This application is acceptable as presented.
☐ Concerns were identified, and comments are included with the submission.



	Associate Commissioner or Designee Statement and Signature

	By checking the appropriate option and signing this form, I certify that:

	I completed a review and determined:
☐ This application is acceptable as presented.
☐ Concerns were identified, and comments are included with the submission.



	
	
	
	
	

	Associate Commissioner Signature
	
	Title
	
	Date
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